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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
07/08/2008 has been entered. 

Notice of Amendment 

2. In response to the amendments filed on 07/08/2008, amended claim(s) 21 and 
new claim(s) 57 is/are acknowledged. The current rejections of the claim(s) 21-35 and 
52-56 is/are withdrawn. The following new and reiterated grounds of rejection are set 
forth: 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

5. Claims 21 -35 and 52-57 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Cunningham et al. (US 6,306,1 04 B1 , hereinafter Cunningham) in 
view of Anderson et al. (US 6,267,722 B1, hereinafter Anderson). 

6. For claims 21 and 23, Cunningham discloses a bodily fluid testing device (10, 
900, 1 000) for obtaining and testing a bodily fluid sample, the bodily fluid sample 
capable of being a submicroliter bodily fluid sample, comprising: 

• a housing (12) defining a first aperture (33); 

• a lancing device (16, 67, 908, 1016) including a lancet drive (60) including a spring 
(68), the lancing device: 

• operatively coupled to said housing by said spring (column 10 lines 1-31) (as 
best seen in Figures 21-22), 

• capable of obtaining a submicroliter bodily fluid sample by advancing through 
said first aperture, 

• piercing a bodily fluid sample location (column 6 lines 17-30 and column 9 
lines 29-57), and 

• withdrawing to provide access to the submicroliter bodily fluid sample by a 
test strip (914, 1014); and 
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• a mount block (903, 1 003) coupled with a connector that is coupled with a motor 
(column 32 line 55 - column 33 line 39) within the housing, 

• the mount block configured for coupling the test strip thereto (as best seen in 
Figures 13-14), 

• wherein the motor is capable of moving the mount block and an edge of the 
test strip along a trajectory such that a bodily fluid receiving portion (column 7 
line 65 - column 8 line 36 and column 1 6 lines 40-56) of the edge of the test 
strip comes to rest at a center of the submicroliter bodily fluid sample without 
moving the housing relative to the bodily fluid sample location (column 32 line 
55 - column 33 line 39) (as best seen in Figure 1 3E), 

• wherein the bodily fluid testing device is configured such that the housing is placed 
on the bodily fluid sampling location, and then after said lancing and withdrawing of 
the lancing device, the edge of the test strip moves along the trajectory to the bodily 
fluid sample contacting location near the center of the bodily fluid sample (as best 
seen in Figures 13C-13E). 

7. For claim 22, Cunningham discloses the device of claim 21 , wherein the lancing 
device comprises a cutting edge (the at least one lancet in column 6 lines 17-30 and 
column 9 lines 29-57) that is aligned with the test strip, although withdrawn following 
lancing to provide said bodily fluid sample, when the test strip is received in the housing 
and moved to said center of the bodily fluid sample (as best seen in Figure 13E). 

8. For claim 24, Cunningham discloses the device of claim 21 , wherein the lancing 
device comprises a body having a first axis, and a sharp operatively connected to the 
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body, wherein the sharp has a second axis that is substantially perpendicular to the first 
axis (column 6 lines 17-30 and column 9 lines 29-57). 

9. For claim 25, Cunningham discloses the device, wherein the lancing device 
comprising a sharp with at least two points (column 6 lines 17-30 and column 9 lines 29- 
57). 

1 0. For claim 26, Cunningham discloses the device, wherein the lancing device is of 
a construction sufficient to pierce tissue of a patient (column 6 lines 17-30 and column 9 
lines 29-57). 

1 1 . For claims 27 and 52-56, Cunningham discloses the device, wherein the test 
strip comprises a side-filled test strip (as best seen in Figures 13B-13E) capable of 
sampling the submicroliter bodily fluid sample, wherein the submicroliter bodily fluid 
sample is capable of comprising a submicroliter volume, a volume of less than 1/3 of a 
microliter, and a diameter of not more than approximately 0.005 inches. 

12. For claim 28, Cunningham discloses the device, wherein when the test strip is in 
the bodily fluid sample-contacting position, a fill channel (column 7 line 65 - column 8 
line 36 and column 16 lines 40-56) of the test strip is capable of being aligned with the 
submicroliter bodily fluid sample within 0.005 inches of said center of said sample (as 
best seen in Figure 13E). 

13. For claims 29, 34, and 35, Cunningham discloses the device, wherein the edge 
of the test strip is capable of traveling along said trajectory including 0.03 inches along 
the bodily fluid sample location at an approach angle between 35 - 65 degrees. 
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14. For claim 30, Cunningham discloses the device, wherein the physiological 
property that is determined from the sample comprises a glucose level (Abstract). 

1 5. For claim 31 , Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling operation of the lancing device 
(column 13 lines 33-51). 

16. For claim 32, Cunningham discloses the device, further comprising an input unit 
(1009) operatively coupled to the housing for operating the lancing device. 

1 7. For claim 33, Cunningham discloses the device, further comprising a controller 
(20) operatively coupled to the housing for controlling movement of the test strip when 
the test strip is received in the housing (column 32 line 55 - column 33 line 39). 

18. For claim 57, Cunningham discloses the device, wherein the device is capable of 
lancing without application of a vacuum to the bodily fluid sample location through the 
first aperture. 

1 9. Thus for claims 21-35 and 52-57, Cunningham discloses the claimed bodily fluid 
testing device except for expressly disclosing the device is configured to move the edge 
of the test strip along a trajectory to the bodily fluid sample contacting location within a 
mechanical tolerance of 0.01 0 inch of the center of the bodily fluid sample and is 
configured to lance and test without application of a vacuum to the bodily fluid sample 
location through the first aperture. Anderson teaches a bodily fluid test device (600) (as 
best seen in Figures 3, 4, 7, 9, and 10) configured to move an edge of a test strip (706) 
(column 15 line 55 - column 17 line 46) along a trajectory (as best seen in Figure 9) 
(column 1 5 line 55 - column 1 7 line 46) to a bodily fluid sample contacting location 
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(314) (as best seen in Figures 3, 4, 7, 9, and 10) within a mechanical tolerance of 0.010 
inch (column 1 5 line 55 - column 1 7 line 46) of the center of the bodily fluid sample 
(306) (column 15 line 55 - column 17 line 46) and is configured to test without 
application of a vacuum to the bodily fluid sample location through a first aperture (as 
best seen in Figures 3, 4, 7, 9, and 10) (column 15 line 55 - column 17 line 46). All the 
claimed elements were known in the prior art and one skilled in the art could have 
combined the elements as claimed by known methods with no change in their 
respective functions, and the combination would have yielded predictable results to one 
of ordinary skill in the art at the time of the invention. All of the component parts are 
known in Cunningham and Anderson. The only difference is the combination of the 
component parts into a single device. Thus, it would have been obvious to one having 
ordinary skill in the art at the time of the invention to combine the components as taught 
by Cunningham with the components as taught by Anderson to achieve the predictable 
results of increasing the efficacy of a medical diagnostic device to operate with minimal 
bodily fluid sample by configuring the mechanical tolerance of a test strip trajectory with 
increased accuracy. 

Response to Arguments 

20. Applicant's arguments with respect to claims 21-35 and 52-57 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JEFFREY G. HOEKSTRA whose telephone number is 



Application/Control Number: 1 0/701 ,993 Page 8 

Art Unit: 3736 

(571)272-7232. The examiner can normally be reached on Monday through Friday 8am 
to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571)272-4726. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/J.HJ 

Jeff Hoekstra 
Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



